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SECTION 005
5 10(k) Summary

[As Required By 21 CFR 807.92(a)I APR 2 42014

A. Sponsor
Submitter's Name: Codman & Shurtleff, Inc.
Address: 325 Paramount Drive

Raynharn, MA 02767

Primary Contact: Hannah Foley
Telephone: (305) 265-6810
Fax: (508) 977-6979

Secondary Contact: Amarilys Machado
Telephone: (305) 265-6869
Fax: (508) 977-6979

B. Date Prepared: January 10, 2014

C. Device Name and Classification:

Proprietary Name: ENVOY®I Distal Access (DA) Guiding Catheter

Comnmon/Usual Name: Catheter, Percutaneous

Classification Name: Percutaneous Catheter (21 CFR 870.1250), Class 11

Product Code: DQY

D. Predicate Devices

This 5 10(k) submission provides pre-market notification for the ENVOY e Distal Access (DA)
Guiding Catheter line extension and modifications. The proposed line extension and
modifications have not altered the fundamental technology of the predicate devices or thle

devices' intended use.

___________'table 1: Prior 510(k) Clearances

Number Date Cleared .Namec Manufacturer Product Code Predicate For:

Intended Use Design
Predicate 0/42 ENVOY®8 Distal Access Codtman & DQY* Materials
K 120229 022/02 Guiding Catheter Shurtleff Inc. Manufacturing

Sterilization
K093i18t 11/06/2009 ENVOY Guiding Catheters Codfef.Inc. DQY Packaging
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E. Device Description

The ENVOY Distal Access (DA) Guiding Catheter is a variable stiffness, braided catheter with a
large non-tapered lumnen that facilitates the intravascular passage of interventional devices. The

distal segment is flexible for navigation into distal vasculature. The catheter has an outer
hydrophilic coating on the outer surface that reduces friction during manipulation in the vessel.
The lubricious PTFE lined inner lumen is designed to facilitate movement of the guide wires and
other devices. A luer fitting located on the end of the catheter hub can be used to attach
accessories. The distal section of the catheter is radiopaque to aid visualization under
fluoroscopy, and the distal tip is clearly distinguished by a radiopaque marker- band which is

approximately 3mm from the distal tip. The catheter is available with preshaped tips to facilitate
positioning. A peel away introducer is included to facilitate insertion into the sheath.

F. Indications for Use

The ENVOY Distal Access (DA) Guiding Catheter is intended for use in the peripheral,

coronary, and neuro vasculature for the intravascular introduction of interventional/diagnostic

devices.

G. Summary of Technological Characteristics of the Proposed Device to the Predicate Device
The proposed EN VOY"' Distal Access (DA) Guiding Catheter is substantially equivalent to the
predicate ENVOY® Distal Access (DA) Guiding Catheter. No new technological characteristics

are being introduced with the proposed device.

The proposed ENVOY®x Distal Access (DA) Guiding Catheter has the same intended use,

sterilization process, function, mechanism of action, and clinical utility as the predicate
ENVOY® Distal Access (DA) Guiding Catheter, and is similar in regards to design, material, and
manufacturing. The proposed ENVOY DA was shown to be substantially equivalent to the
predicate device through comparison of indications for use, function, operating principle, bench
testing, biocompatibility, and materials. A summary table including characteristics of the
proposed device compared with those of the predicate device is provided in Table 2A and 2B.
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Table 2A: predicate Comparison Profile :j
iPredicate IDevice::: ... s.ubmsson

Dcspnption ~O DA GtiidihgCteenNVYiD udigCtee
(K<120)229)_V D GudnC Iei

The Envoy Distal Access Guiding Catheter is

Indications for Use intended for use in the peripheral. coronary and
neuro vaseulature for the intravascular introduction Same as predicate

of intenventionall diagnostic devices
The ENVOY Distal Access (DA) Guiding Catheter The ENVOY Distal Access (DA) Guiding Catheter is a
is a variable stillness, braided catheter with a large
non-tapered lumen that facilitates the intravascular variable stiffness, braided catheter with a large non-

passage of interventional devices. The distal tapered lumen that facilitates the intravascular passage
is fexile r nvigaionint dital of interventional devices. Ihe distal segment is flexilblesegment isfeil a aiainit itl for navigation into distal vaseul ature. The catheter has

vasculature. The catheter has an outer hydrophilic
coating that reduces friction during manipulation in an outer hydrophilic coating that reduces friction
ihe vessel. The lubricious PTEE lined inner lumen during manipulation in the vessel. The lubricious P'IFI

is dsiged t thiliate oveentof te gide lined inner lumen is designed to facilitate movement of
Device Description ir esind oe daiitt movfitting lteude the guide wvires and other devices. A luer fitting located

the nd o th catete hubcanbe ued o atach on the end of the catheter hub canl be used to attach
tcesis he enda scto of the catheter huiasb sdtoatc accessories. The distal section of the catheter is

accesores.Thedistl sctin o thecatete is radiopaque to aid visualization under fluoroscopy. and
radiopaque to aid visualization under fluoroscopy, the distal tip is clearly distinguished by a radiopaque

and the distal tip is clearly distinguished by a marker band which is approximately 3mm from the
radiopaque mnarker. The catheter is available wvith ditltpThcaeersavlbewthrsaedis

presape tis t failiate osiionng.A pel way to facilitate positioning. A peel away introducer is
intro;ducer is included to facilitate insertion into the inlue tofcltt. netinit hhah

sheath,.nlddt aiiaeisrinit h hah
Product Code DQY Same as predicate
Classification 21 CFR 870.1250. Class 11 Same as predicate

Lcngth/ Working 9c 0c aea rdct
Length (cm) 95cm & 105cm Same as predicate________

Catheter Inner
Diameter 0.0)71" (1.8nan) Same as predicate

Catheter Outer 6.017 (0.082/72.0mmn) Same as predicate
Diameter

Shape StrightStraight
Shaes tipraight MP Multi-purpose D (MPD)

Multipurpse U MPD)Multi-purpose C (MPC)
Standard 'Transition Segment Length

Transition Segment Standard Transition Segment Length Standard
Length (Standard) Shorter Transition Segment Lengths for Extra

Backup Support Xli
Distal Tip Pellethane Compound with Radiopaque Filler Pellethane Compound with Radiopaque Filler & Metal

Radiopaque Marker Marker Band
Reinforcing NMember Stainless Steel Same as predicate

(Braid)T

Liner PTFE Liner -Same as predicate
Sterilization EtO Same as predicate

l'roduct Shelf-Life lyear 3 years

Table 21B provides a packaging comparison between the existing ENVOY®a Distal Access (DA)
Guiding Catheter, the ENVOY Guiding Catheter and proposed ENVOY®l Distal Access (DA)
Guiding Catheter.
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___________________Table 211: Predicate Packaging Comparison Information _______________

Predicate Device Pa Ickaging: Predicate Device TPtopocd DeiePaaing

Description EM'OY DA Guiding Catheter ENVOtN idn Cahee ENVXvicA Guidaing
(K12OGuidin Catheterte

_____________________ Dimensions......
Pouth Sue 49.2 1 x 3.95" 46.5 x4. 49.91"x 4.09"
Carton Size I 47"x 4" x 0.75" 47", 4'x 0.75" Same as K 120229

Mounting Card 46"x 2.75" x 0.012" 42.75" x 2.687' Same as K120229
_________________ _________________________ Material

Top Web: MRM482OPU (RLE- pWe:M 0275(27)
Poc aeil 005) 480A PET/.002 LDPE 1r e.MM005(-05
Pouh Mteral Bottom Wet,: tUncoated l073B 48GA PET/.002 LOJPE Same as K093 184
________________Tyvek Bottom Web: LUncoated 1073B' TYvek

Carton Material .024" Clay Coated Solid Bleached .024" Clay Coated Solid Bleached Sam as K 120229Surfacc Surface

Mounting Material lecay Coate oi Clay Coated Solid Bleached Sulfate Same as K 120229

Sterilization
Serilization EtO Shl-ie Same Same as predicate

Packaging I year 3years Same as K093 184
Shelf-Life

H. Summary of Nonclinical Testing

The proposed ENVOY®' Distal Access (DA) Guiding Catheter has the same intended use,

sterilization process, function, mechanism of action, and clinical utility as the predicate
EN VOY® iDistal Access (DA) Guiding Catheter, and is similar in regard to design, material, and

manufacturing. The testing conducted to assess the line extension and modifications include

performance assessments per the following recognized standards:

________________________Table 3: Performance Standards
StandardfGtiidanelnircetive Descipion>

BS 17 ISO1160- 1:2009 Packaging for 'Terminally Sterilized Medical Devices - Part 1: Requirements for
135 N IS 1167- 12009 Materials. Sterile Barrier System~s and Packaging Systems

BIS EN ISO 11135-1-:2007 Sterilization of I lealthcare products Ethylene Oxide: Part I Requirements for
development, validatio, and routine control of a sterilization process for medical devices

BS5 EN ISO 10993-7: 2008 Biological Evaluation of medical devices: Ethylene oxide sterilization residuals -Pant 7

BS EN ISO 10555-1: 2009 Sterile, single use intravascular catheters Part 1: General requirements; Sterile

ISO 594-I: 1986 (E) Conical fitting with a 6% (Liter) taper fr syringes, needles and certain other medical
equipment: Part I -General Requirements

ISO 94-2 199 (E)Conical fittings with a 6% (Luer) taper for syringes, needles and certain oth~er medical
ISO 94-2:199 (E)equipment: Part 2 - Local fittings

AAMI / ANSI HE75 :2009 1 uman Factors Engineering - Design of Medical Devices

13S ENI 62366: 2(008 Medical Devices, Application of usability engineering to Medical 1)evices
BS EN ISO 10991-1: 2009 Biological evaluation of medical devices: Evaluation &Testing - Part I
HIS EN ISO 10993-5: 2009 Biological evaluation of medical devices Part 5: Tests for in vitro cvtotoxicitv

BS EN ISO 10993-4: 2009 Biological evaluation of medical devices Part 4: Selection for tests lhr interactions with
blood

USI1 <66 1> (2013) Containers -Plastic. l'hysic6chernical 'ests
ISO 10993-10: 2010 Biological evaluation of medical devices Part 10: Tests for irritation and skin sensitization
ISO 10993-11: 2009 Bilgcleauto fmedical devices Pantl1: Test for systemic toxicity

ISO 099-3: 009Biological evaluation of medical devices Part 3: Test for genotoxicity, carcinogenicity,
ISO 099-3: 009and reproductive toxicity
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Bench Testing
Results of verification and validation testing that was conducted on the proposed ENVOY®

Distal Access (DA) Guiding Catheter demonstrates that it performs as designed, is suitable for its
intended use, is substantially equivalent to the predicate device and therefore, does not raise any
new questions of safety and effectiveness. Appropriate testing was identified based on a review

of the products' risk analyses and previous validation and verification testing.

The following Verification and Validation tests were conducted to verify the modified design
ENVOY Q Distal Access (DA) Guiding Catheter:

* Visual Inspection

* Catheter Shape

" Catheter Dimensional Verification
* Tensile Strength Testing

" Hydrophilic Coating Integrity

* System Liquid Leakage Testing
* Delamination of PTIFE Liner Testing

" Lateral Stiffness Testing

" Linear Stiffness Testing

* Back-Up Support
* Track Testing

* Sheath Introducer Compatibility

" Hub Luer Taper

* System Air Leakage

* Shaft Peel Strength

The following Packaging Validation Testing was conducted with the proposed ENVOY ® Distal

Access (DA) Guiding Catheter:
* Visual ln~pection

* Dye Leak

e Seal Strength

The following Biocompatibility Testing was conducted with the proposed ENVOY® Distal

Access (DA) Guiding Catheter:

" In Vitro Cytotoxicity - MEM Elution

" Sensitization - Guinea Pig- Maximization
* Intracutaneous/Irritation Reactivity

* Acute Systemic Toxicity
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* Material Mediated Pyrogenicity

* Genotoxicity

o In Vitro Bacterial Mutagenicity - Ames Assay

o In Vitro Mouse Lymphoma Assay with extended treatment

o In Vivo Mouse Micronucleus Assay

* Hemocompatibility

" In Vitro 1-emolysis - Direct & Extract Method

" Partial Thrombdplastin Time (PTT)

o Complement Activation C3a & SC~b-9 Assay

o In Vivo Thrombogenicity

* Physicochemical Aqueous Extraction Tests

In addition, the new sterile Pouch packaging material was evaluated for in vitro cytotoxicity and
was tested per ISO 10993-5 (Biological Evaluation of Medical Devices -Part 5:T'ests for in

vitro cytotoxicity.

The following Sterilization Test was conducted with the ENVOY® 'Distal Access (DA) Guiding

Catheter:

SUSP Limumus Amebocyte Lysate (LAL) Test - Kinetic Chromogenic Method

1. Animal Testing

No animal studies were required as appropriate verification and validation of the catheter and

packaging modifications were achieved based on the similarities of the proposed device to the
predicate device, and from results of bench testing.

.1. Summary of Clinical testing:

No clinical studies were required as appropriate verification and validation of the catheter and
packaging modifications were achieved based on the similarities of the proposed device to the

predicate device, and from results of bench testing.

Conclusion:
Based upon the design, materials, function, intended use, and the non-clinical testing performed

by Codman it is concluded that the proposed ENVOY® Distal Access (DA) Guiding Catheter is

substantially equivalent to the current ENVOY® Distal Access (DA) Guiding Catheter
(K 120229), and therefore, does not raise any new questions of safety and effectiveness.
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April 24, 2014

Codman & Shurtleff. Inc.
Hannah Foley

Regulatory Affairs Specialist HI
325 Paramlouint Dr.
Raynham, MA 02767-0350 US

Rec: K 140080
Trade/Device Name: ENVOY Distal Access (DA) Guidingz Catheter. 6F. 95cml &

105cmi. Straight & Xl). JMPD & Xl). MPG & Xl)
Regulation Number: 21 CFR 870.1 250
Regulation Name: Percutaneous Catheter
Regulatory Class: Class 11
Product Code: OQY
Dated: March 26, 2014

Received: March 27, 2014

Dear Ms. Foley,

We have reviewed your Sectioni 5 10(k) prernarket notification of intent to market thle device
referenced above and have determined the device is substantially equivalent (f'or thle indications

for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the Medical Device-Arendml-ents. or to
devices that have been reclassiflied in accordance with thle provisions of the Federal Food, lDrug,
and Cosmetic Act (Act) that do not require approval ofa premarket approval application (PMA),
You miay, therefore, market the device, Subject to the general controls provisions of the Act. The

general controls provisions of the Act include requirements for annual registration. listing of
devices, good manufacturing practice. labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI- does not evaluate informnation related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

lfyour device is classified (see above) into either class I I (Special Controls) or class Ill (PMA).
it may be subject to additional controls. Existing major regulations affecting your device canl be
Found in the Code of Federal Regulations, Title 21. Parts 800 to 898. In addition, FDA mlay

publish further announcenments concerning your device in the Federal Register
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act's requirements, including, but not limited to: registration and listing (21 CFR
Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical device-
related adverse events) (21 CER 803); good manufacturing practice requirements as set forth in
the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product
radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/lndustrv/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification't (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safetv/ReportaProblem/default.htm for the CDR-'s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638 2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Brain D.Zu7ckerman -5
Brain 0. Zuckerman, M.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and

Radiological Health
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Indications for Use

510(k) Number (if Known): K140080

Device Name: ENVOYO Distal Access (DA) Guiding Catheter

Indications for Use:

The ENVOY® Distal Access (DA) Guiding Catheter is intended for use in the peripheral,
coronary, and neurovasculature for the intravascular introduction of
interventional/diagnostic devices.

Prescription Use: X AND/OR Over-The-Counter Use:_____
(Part 21 CFR SfllSubpart D) (Part 21 CFR 807 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER
PAGE IF NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)

Brain D. Zuckerman -S
2014.04.24 -16:56:39;: -04'OO'


